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200.0 Introduction - The submission is in response to the 4/10/80 review of
the original submission of 3/21/80 and contains additional data to
support the proposed amendments for a 7 month flea control claim and
a 2 month aid in control of ticks claim beyond the existing 5 month
tick control claim.

201.0 Data Summary - The data consist of a 210 day flea control test on
cats and collar release rate data over a 252 day interval.

| In the flea testing the cat flea was used. Six cats were collared
with the subject collar, and six cats were collared with a placebo
collar. Infestation rate was 100 fleas per cat. Initial infestation
was at 7 days before collars were placed on the animals.

| Reinfestations were at 28, 56, 84, 112, 140, 168, and 196 days.
Results are summarized in Graphs A and B.

For the release rate data an activated collar was stored under
ambient conditions. The bloomed active ingredient was wiped from the

| . collar surface periodically. Results are summarized as follows:
Sampling Period Amount of Active Ingredient

(Days) Recovered (mg/gm)
4 1.74
7 3.58
18 2.11
21 6.34
28 6.62
35 7.66
42 9.52
49 3.04
63 7.07
70 3.53
‘l‘ 84 2l D
92 4.13
108 3.82
119 3.93
126 2.36
133 4.02
140 2.46
147 1.47
162 2.35
182 2+.95
196 4.61
203 0.98
210 0.59
217 2.46
224 0.00
231 0.00
238 0.00
245 0.19
252 0.00




202.0

Conclusions - The submitted data are not adequate to support the
proposed 7 month flea control claim for dogs. The flea control data
indicate that the subject collar will control fleas on cats for 210
days (the duration of the test). The release rate data indicate that
the amount of active material which was released dropped markedly
after 196 days (between 196 and 203 days). This would indicate
activity through at least 6.5 months. However, the collar was stored
under ambient conditions. The data do not indicate the release rate
under actual use conditions when the collar is on an animal. While
the cat data are contributory with respect to flea control on dogs,
the release rate data are critical in the absence of additional
testing on dogs. These release rate data were not derived from a
collar under actual use conditions.

After reconsidering the results of the tick test in the original
submission of 3/21/80, we will accept the percent reduction of ticks
at the counting intervals between 5 and 7 months as being adequate to
support the proposed claim for aid in control of ticks on dogs for 2
months after the existing 5 month tick control claim. The claim
should be limited to small and medium size dogs and should exclude
Tong-haired dogs since the test was conducted with beagles.
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